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trade secret and confidential commer-
cial information as defined in § 20.61 of 
this chapter. 

[59 FR 64295, Dec. 14, 1994]

§ 807.94 Format of a class III certifi-
cation. 

(a) A class III certification submitted 
as part of a premarket notification 
shall state as follows:

I certify, in my capacity as (position held 
in company), of (company name), that I have 
conducted a reasonable search of all infor-
mation known or otherwise available about 
the types and causes of safety or effective-
ness problems that have been reported for 
the (type of device). I further certify that I 
am aware of the types of problems to which 
the (type of device) is susceptible and that, 
to the best of my knowledge, the following 
summary of the types and causes of safety or 
effectiveness problems about the (type of de-
vice) is complete and accurate.

(b) The statement in paragraph (a) of 
this section should be signed by the 
certifier, clearly identified as ‘‘class III 
certification,’’ and included at the be-
ginning of the section of the premarket 
notification submission that sets forth 
the class III summary. 

[59 FR 64296, Dec. 14, 1994]

§ 807.95 Confidentiality of information. 
(a) The Food and Drug Administra-

tion will disclose publicly whether 
there exists a premarket notification 
submission under this part: 

(1) Where the device is on the mar-
ket, i.e., introduced or delivered for in-
troduction into interstate commerce 
for commercial distribution; 

(2) Where the person submitting the 
premarket notification submission has 
disclosed, through advertising or any 
other manner, his intent to market the 
device to scientists, market analysts, 
exporters, or other individuals who are 
not employees of, or paid consultants 
to, the establishment and who are not 
in an advertising or law firm pursuant 
to commercial arrangements with ap-
propriate safeguards for secrecy; or 

(3) Where the device is not on the 
market and the intent to market the 
device has not been so disclosed, except 
where the submission is subject to an 
exception under paragraph (b) or (c) of 
this section. 

(b) The Food and Drug Administra-
tion will not disclose publicly the ex-
istence of a premarket notification 
submission for a device that is not on 
the market and where the intent to 
market the device has not been dis-
closed for 90 days from the date of re-
ceipt of the submission, if: 

(1) The person submitting the pre-
market notification submission re-
quests in the submission that the Food 
and Drug Administration hold as con-
fidential commercial information the 
intent to market the device and sub-
mits a written certification to the 
Commissioner: 

(i) That the person considers his in-
tent to market the device to be con-
fidential commercial information; 

(ii) That neither the person nor, to 
the best of his knowledge, anyone else, 
has disclosed through advertising or 
any other manner, his intent to mar-
ket the device to scientists, market an-
alysts, exporters, or other individuals, 
except employees of, or paid consult-
ants to, the establishment or individ-
uals in an advertising or law firm pur-
suant to commercial arrangements 
with appropriate safeguards for se-
crecy; 

(iii) That the person will imme-
diately notify the Food and Drug Ad-
ministration if he discloses the intent 
to market the device to anyone, except 
employees of, or paid consultants to, 
the establishment or individuals in an 
advertising or law firm pursuant to 
commercial arrangements with appro-
priate safeguards for secrecy; 

(iv) That the person has taken pre-
cautions to protect the confidentiality 
of the intent to market the device; and 

(v) That the person understands that 
the submission to the government of 
false information is prohibited by 18 
U.S.C. 1001 and 21 U.S.C. 331(q); and 

(2) The Commissioner agrees that the 
intent to market the device is con-
fidential commercial information. 

(c) Where the Commissioner deter-
mines that the person has complied 
with the procedures described in para-
graph (b) of this section with respect to 
a device that is not on the market and 
where the intent to market the device 
has not been disclosed, and the Com-
missioner agrees that the intent to 
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